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510(k) SUMMARY

Submitter's Name and Susan Kagan Telephone: 508-880-8097
Address Project Manager, Regulatory Affairs Facsimile: 508-977-6911

DePuy Mitek, Inc. e-mail: skagan~its.jnj.com
a Johnson & Johnson company
325 Paramount Drive
Raynhamn, MA 02767

Date Prepared: April 25, 2013

Name of Medical Device Proprietary Name: FMS Shaver Blades and Burrs
Common Name: Blades and Burrs

Substantial Equivalence Blades and Burrs for FMS Fluid Management System Shavers are
substantially equivalent to the Blades and Burrs covered in the following
cleared systems:

* K954465 - FMVS DUO Pump and shaver system

* K04 1824 - NeXtraT arthroscopic pump and shaver system

Device Classification Classification Name: Arthroscope
Classification Number: 21 CFR 888.1100 Class IlI
Product Code: HRX

Device Description The purpose of this 5 1 0(k) Notification is to outline modifications made to
the currently marketed FMS Blades and Burrs. The changes being made to
the proposed devices are to enhance performance and include modifications
including: material changes, modified inner and outer blade window profiles,
and modified inner and outer burr tip geometry.

FMS Shaver Blades and Burrs are used with the FMS"N Tornado or Micro
Hand pieces which are accessories to the and Fluid Management Systems.
They consist of stainless steel outer tube and a rotating inner tube connected
to an inner and outer plastic hubs. Distal tips of the tubes contain sharp edges
to facilitate the cutting.

Indications for Use The FMS Blades and Burrs are an accessory to the FMS Fluid Management
Systems. FMS Blades and Burrs are intended to provide controlled cutting,
burring, shaving and abrading of bone and tissue for use in arthroscopic
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surgery.

Nonclinical Testing Verification activities such as Blade Tissue Cutting, Burr Bone Cutting,
Blade Shed Testing and Buff Shed Testing were performed on the proposed
and predicate devices.

Safety and Performance Results of performance and safety testing have demonstrated that the
modified devices are substantially equivalent to the predicate devices.

Based on the indications for use, technological characteristics, and
comparison to predicate devices, the proposed Blades and Burrs have been
shown to be substantially equivalent to predicate devices under the Federal
Food, Drug and Cosmetic Act.
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DePuv Mitek Incorporated a Johnson & Johnson Company July 22, 2013
% Ms. Susan Kagan
Project Manager. Regulatory A ffairs
325 Paramount Drive
Raynham. Massachusetts 02767

Re: Kl 3l19l
Trade/Device Namne: Blades and Burrs for EMVS Shavers
Regulation Number: 21 CFR 888. 11 00
Regulation Namne: Aribroscope
Regulatory Class: Class 11
Product Code: 1IRX
Dated: April 25, 2013
Received: April 26, 2013

Dear Mvs. Kagan:

\We have reviewed y'our Section 5 10(k) i-rclllarket nod fication of intent to market the device
referenced above and have determi ned the device is substantial lv equivalent (for the indications
for use stated in the enclosure) to legallyN marketed predicate devices marketed in interstate
commerce prior to May 28, 1 976, the enactmeint date of the Medical Device Amndnments, or to
devices that have been reclassified in accordance wvith the provisions of the Federal Food. Drug,
and Cosmetic Act (Act) that do not require approval ofa premnarket approval application (PMA).
You mnay. therefore, market the device, subject to the general controls provisions oftlie Act. The
general controls provisions of the Act include reqtiircmcents for annual registration. listing of
devices, good manufacturing practice. labeling, and prohibitions against Miisbranding and
aduli teration. P lease note: C DRH d-(oes not evalu tate informatilon related to contract liability
warranties. We remind yot'; however, that device labeling Must be truth [111 and not misleading.

Ifyour device is classified (see above) into either class I I (Special Controls) or class Ill (PMA).
it mnax be subject to additional controls. Existing major reguLlations affectingy your device cnn be
found in the Code of Federal Regu1.lations. Title 2 1. P~arts 800 to 898. In addition, FDA may
publ ishi further announ1cemen~ts concerning votr device in the Federal R egister.

Please be advised that FDA's issuance of a substantial equivalence (letermiination does not mean
that FDA has mnade a determination that Your device complies wvith other requirements of the Act
or any Federal Statutes and regulations administered by other Federal agencies. You mu)Lst
comply with all the Act's requ iremenits. inclu tding. but not limnited to: re g istrat ion and listing (21I
CFR Part 807); labeling (2 1 CFR P~art 80!1); medical device reporting (reporting of niedical
device-related adverse events) (2 1 CFR 803); good nianufacturing practice reqtiicinns as set
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forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CER 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
httin://www.fda.2ov/MedicalDevices/ResourcesforYou/Industrv/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.2ov/MedicaDevices/Safet/ReortaProble/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.ov/MedicaDevices/RsourcesforYou/IndustrV/default.html.

Sincerely yours,

Mark N.Melkerson -5
Mark N. Melkerson
Acting Director
Division of Surgical Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



INDICATION FOR USE STATEMENT

INDICATIONS FOR USE

510(k) Number (if known):__K13 1191

Device Name: Blades and Burrs for FMS Shavers

Indications for Use: The EMS Blades and Burrs are an accessory to the FMS Fluid Management
Systems. FMVS Blades and Burrs are intended to provide controlled cutting, burring, shaving and
abrading of bone and tissue for use in arthroscopic surgery.

Prescription Use ___________ AND/OR Over-The-Counter Use _________

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
PagelIof 1

Joshua. C.'Nipper -S

(Division Sign-Off)
Division of Surgical Devices
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